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Appl. No. 10/010,244 

Response dated March 27, 2006 

Reply to Office action of October 25, 2005 

Remarks : 



Claims 1 to 35 remain in the application. Claims 1 to 12 and 
26 to 33 are subject to examination and claims 13 to 25 have 
been withdrawn from examination. Claims 28, 34, and 35 have 
been amended. 

Reconsideration of the application is requested. 

In item 3 on page 2 of the above-identified Office action, 
claims 28, 34, and 35 have been rejected as failing to comply 
with the enablement requirement under 35 U.S.C. § 112, first 
paragraph. More specifically, . the Examiner states that these 
"claims recite the limitation of releasably coupling the two 
arms to the bridge. However, the applicant has not provided 
any disclosure in the specification or drawing to support this 
limitation, i.e., as best understood by the examiner, the arms 
and bridge are integral/one-piece and not separable. 
Therefore, the claims are not enabled." 

Applicants respectfully disagree with this rejection. As set 
forth in the claims, the arms have piercing portions and a 
portion of at least one of the arms (see FIGS. 21 to 24) 
separates from the bridge. Therefore, it can be said that the 
arms separate from the bridge. Nonetheless, in order to 
remove this rejection and even more clearly define the 
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features of the claims, claims 28 , 34, and 35 have been 
amended to provide that at least a part of a piercing portion 
separates from the respective arm to which it is connected. 
See page 2 6, for example, of the specification of the instant 
application. 

It is accordingly believed that the specification and the 
claims meet the requirements of 35 U.S.C. § 112, first 
paragraph. The above noted changes to the claims are provided 
solely for the purpose of satisfying the requirements of 35 
U.S.C. § 112. The changes are neither provided for overcoming 
the prior art nor do they narrow the scope of the claim for 
any reason related to the statutory requirements for a patent. 

In items 5 and 6 on pages 3 to 4 of the above-identified 
Office action, claims 1 to 4 and 26 have been rejected as 
being fully anticipated by United States Patent No. 5,522,823 
to Kuntz et al. (hereinafter ^Kuntz") under 35 U.S.C. § 102. 

As will be explained below, it is believed that the claims 
were patentable over the cited art in their original form and, 
therefore, the claims have not been amended to overcome the 
references. 
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Before discussing the prior art in detail, it is believed that 
a brief review of the invention as claimed, would be helpful. 
Claim 1 calls for, inter alia, a medical method including the 
steps of: 



a) advancing a clip over body tissue , said clip 
having -two substantially parallel arms each having a 
respective piercing portion and a bridge coupling 
the two arms, such that said body tissue is located 
between said two arms and such that said clip 
applies force to said body tissue ; and 

b) subsequently bending said piercing portion of at 
least one of said two arms through more than one 
half a thickness of said body tissue , said two arms 
remaining substantially parallel throughout the time 
said piercing portion of said at least one arm is 
bent. 



Virtually every feature of claim 1 is not disclosed by Kuntz, 
and each will be discussed in turn. 



Initially, however, the annotated FIG. 3 on page 4 of the 
rejection must be discussed. 

Claim 1 provides two substantially parallel arms each having a 
respective piercing portion.- In the present invention, arms 
312, 314, 412, 414 are substantially parallel and each have a 
respective piercing portion 320, 322, 420, 422. As set forth, 
for example, on page 25, lines 17 to 20, each piercing portion 
"punctures the fundus twice substantially forming a circular 
fastener." Thus, when "piercing portion" is defined in the 
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instant application, it means what is self-evident in the 
words used, the piercing portions pierce tissue. 

The examiner clearly defines a first arm of the Kuntz clip as 
pin 9 and that the arm 9 has a "piercing portion" formed by 
its pointed end 10. The second "arm" of the Kuntz clip is 
defined as Kuntz's bridge portion 8. The Examiner defines the 
"piercing portion" of this "arm" as the totality of (1) 
projection 3, (2) the upper clip portion 2, (3) the opening 

11, and (4) the "rounded protective nose 12." Kuntz at col. 
3, lines 37 to 38. Nowhere in Kuntz is there any suggestion, 
hint, or even a glimmer of some disclosure that would let one 
having ordinary skill in the art be directed to having any of 
these fcur parts, and especially the "rounded protective nose 

12, " be used to pierce through tissue. In fact, if such were 
the ca3e, then the Kuntz clip would not function ! As shown in 
FIG. 3 of Kuntz, if the two "piercing portions" 10, 12 passed 
through tissue in this parallel configuration, then they could 
no longer function as Kuntz intended — in other words, 
parallel piercing of tissue by these two "piercing portions" 
would completely eviscerate the ability of the Kuntz clip to 
have the piercing portion 10 pass through the opening 11 and 
be locked as shown in FIGS. 1A, 7, and 8. Accordingly, the 
Examiner's attempt to analogize any of these four parts (and 
especially the rounded protective nose 12) to the piercing 
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portion 322, 422 of the invention of the instant application 
is problematic. 

This conclusion is also true with respect to the "bridge" 
analogy. Contrary to the express disclosure in Kuntz that the 
portion 8 is the Kuntz bridge, the Examiner attempts to 
redefine the lower clip portion 1 as a bridge. As set forth 
herein, this labeling cannot withstand scrutiny. 

Next, claim 1 requires "advancing two substantially parallel 
arms" "over body tissue." When the Kuntz clip is ready to 
grasp and engage a first tissue edge of two tissue edges to be 
secured together, the Kuntz "clip has to be opened at the . 
location, of its application ." Kuntz at col. 8, lines 52 to 53 
(emphasis added by applicants). "[T]he clip is opened by 
partial straightening of the hinge structure 4 8 as shown in 
FIG. 5." Id. at lines 64 and 65. FIG. 5 clearly shows that a 
configuration where two arms are substantially parallel to one 
another does not exist in the tissue engaging position 
illustrated in FIG. 5 of Kuntz. Accordingly, Kuntz does not 
disclose this second feature of claim 1. 

Third, the two parallel arms of the clip of claim 1 must 
be advanced over the tissue "such that said clip applies 
force to said body tissue." When the Kuntz clip is being 
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advanced over tissue, Kuntz clearly describes that it is 
must in the configuration shown in FIG. 5. In such an 
orientation, the tip 10 must be pierced through the 
tissue with. the head 12 being separate from the tissue 
and not piercing any tissue. There is no disclosure or 
suggestion in Kuntz to support an argument that the two 
arms are applying force to tissue when the tip 10 is 
being pierced through tissue as shown in FIG - 5. Thus, 
Kuntz does not disclose this third feature of claim 1. 

Fourth, claim 1 provides: "subsequently bending said piercing 
portion of at least one of said two arms through more than one 
half a thickness of said body tissue." Kuntz only discloses 
one piercing portion — tip 10. This portion is not bent 
until after the clip has been entirely deployed as shown in 
FIGS. 7 and 8. At this time, the piercing tip 10 has already 
passed through the tissue. In contrast, clai_m 1 provides that 
the piercing portion must be bent through tissue. Nowhere 
does Kuntz disclose or suggest that the piercing tip 10 is, in 
any way, bent through tissue. It is only bent to lock the 
clip. See Kuntz at col. 9, line 39, to col. 10, line 39. 
Thus, Kuntz does not disclose this fourth feature of claim 1. 

It is accordingly believed to be clear that none of the 
references,, whether taken alone or in any combination, either 
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show or suggest the features of claim 1. Claim 1 is, 
therefore, believed to be patentable over the art. Dependent 
claims 2 to 12 and 2 6 are believed to be patentable as well 
because they all are ultimately dependent on claim 1. 

It is noted, however, that claim 4 requires bending both of 
the piercing portions of ^both of said arms completely through 
said body tissue." Nowhere does Kuntz disclose or suggest 
bending the rounded nose 12 or the upper clip portion 2 
through tissue. Thus, Kuntz does not disclose this feature of 
claim 4 . 

In item 11 on page 5 of the above-identified Office action, 
claims 5 to 12, 27, and 29 to 3 3 have been rejected as being 
obvious over United States Patent No. 6,086 f 600 to Kcrtenbach 
in view of Kuntz under 35 U.S.C. § 103. 

As will be explained below, it is believed that the claims 
were patentable over the cited art in their original form and, 
therefore, the claims have not been amended to overcome the 
references . 

Insofar as claims 5 to 12 are dependent upon claim 1, and due 
to the fact that claim 1 is believed to be allowable as set 
forth above, these dependent claims are also believed to be 
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